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Sample Run 




Peak Area 




Actual Wl of Cone 


% Concentrate „, 


,J 




Sample ID 


Total Buciesonlde 


Sample Wt 


mfl/ml 




— si 






... 




N/A 








STDA 


12554024 




N/A 




— II 




A1 


25068821 


0.5322 
0.532 


37.5775 
37.5717 


37.667 
37.667 


99.8 
99.7 




A2 
A3 


25055501 
24907493 


0.546 


36,3920 


37.667 


96.6 






23999541 






37.667 


97.6 , 




STDA 


12609951 




N/A 










STDA 


12610419 




N/A 
37.1835 


37.667 






A5 
A6 


24186026 
25078625 


0.5189 
0.5373 


37.2354 


37.667 


98.9 . 






A7 


25938036 


0.5498 


37.6358 


37.667 






A8 


25062187 


0.5364 


37.2734 


37.667 


99.0. 




STDA 


12606980 




N/A 
N/A 








STDA 

B1 


12607422 
26795541 


0.2847 


74.9571 


75.1422 


99.8- 




82 


26831103 


0.287 


74.4551 


75.1422 


99.1 - 




B3 


25676699 


0.2761 


74.0645 


75.1422 


98.6 






B4 


27280923 


0.2931 


74.1278 
N/A 


75.1422 


98.6 




STDA 
STDA 


12585416 
12575839 




N/A 










B5 


23714967 


0.2641 


74.4016 


75.1422 


99.0 




B6 


25389995 


0.2741 ■ 


73.8445 


75.1422 


98.3 






B7 


26916021 
25422068 


0.2859 
0.2704 


75.0518 

74.9495 ■ 


75.1422 
75.1422 


99.9 
99,7 




B8 
STDA 


12581243 




N/A 










STDA 


12583663 




N/A 








C1 


23813148 


0.2519 


75.2784 • 


75.0982 


100.2 




C2 


24662048 


0.2619 
0.25 


74.9852 
76.8582 . 


75.0982 
75.0982 


99.8 
102.3 




C3 
C4 


24129500 
28908820 


0.3005 


76.6068 


75.0982 


102.0 






STDA 


12607935 




N/A 








STDA 


12609307 




N/A 










D1 


23283410 


0.2502 
0.2391' •' 


V; . 148.1188 
148.1733 


150.1612 
150.1612 


98.6 
98.7 




D2 
D3 


22258643 
23005665 


0.2466 


148.4884 


150.1612 


98.9 




DA 


23902695 


0.2548 


149.3132 


150.1612 


- 99.4 




STDA 


12594370 




N/A 








STDA 


12600801 




N/A 
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Project number 



T 



Continued from page number t 



37 mg/ml 
Concentrate 


Control 


Heatedat 110°Cfor 
120Mtns 


Heated at 121°Cfor 
20Mins 


Heated at 
30W 


21°C for 
ins 




Al 






A4 


A5 


A6 


• A7 


A8 


16a 

Hydropredisolone 


0.02/ 7, 


^1030 


O.024 


0.021 


0.048 


0.043 


0.031 


0.035 




N.D. 


N.D. 


N.D. 








N.D. 


N.D. 


21-Dehydro- 


0.054 


0.046 


0.119 


0.083 


0.065 


0.074 


0.077 


0.072 


Budesonide- 12- 


0.017 


0.018 


0.021 


0.020 


0.019 


0.020 


0.020 


0,021 


| 22 -Methyl- 
1 Homologue of 
H Budesonide 


N.D. 








0.026 


0.022 


N.D. 


N.D. 


1 D- 

1 homobudesonide 


0.022 


0.022 


0.020 


0.019 


0.021 


0.020 


0.021 


0.021 


■ 14,15- 
Idehydrobudesonide 


N.D. 


N.D. 


N.D. 


N.D. 


N.D. 


N.D. 




N.D. 


1 S — 1 1 — keto 
budesonide 


0.017 


0.022 


0.030 


0.032 


0.025 


0.023 


0.025 


0.025 


R- 11 -keto 
J i budesonide 


0.022 


0.023 


0.032 


0.036 


0.031 


0.030 


0.030 


0.031 


> S - 21 - acetate 
$ budesonide 


N.D 


N.D. 


N.D. 


' . N.D. 


N.D. 


N.D. 


N.D, 


N.D. 


J R- 21 -acetate 
* 1 budesonide 


N.D, 


N.D. 


N.D. 


' N.D. 


N.D. 


N.D. 


N.D. 


N.D. 


Total Known 


0.054 


0.00 


0.119 


0.083 


0.065 


0.074 


0.077 


0.072 


Mean of Total 

ftnnwns 


• 0.027 


0.101 • 


0.070 . 


0.075 






Unknown 1 
RRT1.78 


0.031 


0.032 


0.062 


0.065 


0.016 


0.057 


0.034 


0.064 


Unknown 2 
RRT2.13 ■ 


0.016 


N.D. 


N.D. 


0.013 


N.D. 


N.D. 


N.D. 


N.D. 


Max Unknown 


0.031 
RRT 1.78 


0.032 
RRT 1.78 


0.062 
RRT 1.78 


0.065 
RRT 1.78 


0.016 
RRT 1.78 


0.057 
RRT 1.78 


0,034 
RRT 1.78 


0.064 
RRT 1.78 


Total Unknown 


0.O0 


0.00 


0.062 


0.065 


0.00 


0.057 


0.00 


0,064 


Mean of Total 
Unknowns 


0.00 


0,064 


0,029 


0.032 




Total Impurities 


0,054 | 0.00 


0.181 | 0.148 


0.065 1 0,131 


0.077. 1 0.136 


-\ . Mean of Total 
\ Impurities 


0,027 


0.164 


0.098 


6.107 
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Project number 



75 mg/ml 
Concentrate 


Control 


Heated at 110°Cfor 
120Mins 


Heated at 12 1°C for 
20Mins 


Heated at!21°Cfor 
• 30Mins 




Bl 


B2 


B3 


B4 


B5 


B6 


B7 


B8 


16a 

Hydropredisolone 


0.039 


0.039 


0.055 


0.048 


0.058 


0.056 


0.040 


0.045 


Desonide 


N.D, 


N.D, 




N.D. 










21~Dehydro- 
budesonide 


0.026 


0.026 


0.042 


0.060 


0.025 


0.029 


0.070 


0.065 


Budesonide- 12- 
dihydro 


0.017 


0.019 


0.021 


0.021 


0.019 


0.019 


0.019 


0.018 


22- Methyl - 
Homologiie of 
Budesonide 


0.023 
















f n 

1 homobudesonide 


0.021 


0.021 


0.020 


0.020 


0.020 


0.020 


0.020 


0.020 


1 dehydrobudesonide 


N.D. 


N.D. 


N.D. 


N.D. 


N.D. 


N.D. 


N.D. 


N.D. 


1 S - 1 1 - keto 
| budesonide 


0.023 


0.025 


0.034 


0.030 


0.019 


0.018 


0.018 


0.020 


1 R- 11 -keto 
' budesonide 


0.029 


0.029 


0.033 


0.035 


0.043 


0.024 


0.024 


0.024 


S- 21 - acetate 
budesonide 


N.D 


N.D. 


N.D. 


N.D, 


N.D, 


N.D. 


N.D. 


N.D. 


\ R- 21 - acetate 
k budesonide 


N.D, 


N.D. 


N.D. 


N.D. 


N.D. 


N.D. 


N.D, 


N.D. 


' Total Known 


0.00 


0.00 


0.055 


0,060 


0.058 


0.056 


0.070 


0.065 


v Mean of Total 
Knowns 


0.00 


0.058 


0.057 


0.068 




Unknown 1 
RRT1.78 


0.031 


0.051 


0.067 


0.044 


0.029 


0.029 


0.029 


0.047 


Unknown 2 
RRT2.13 


0.016 


N.D. 


N.D, 


N.D. 


N.D. 


N.D. 


N.D. 


N.D. 


Max Unknown 


0.031 
• RRT 1.78 


0.051 
RRT 1.78 


0.067 
RRT 1.78 


0.044 
RRT 1.78 


0.029 
RRT 1.78 


0.029 
RRT 1.78 


0.029 
RRT 1.78 


0.047 
RRT 1,78 


Total Unknown 


0.00 


0.051 


0.062 


0.00 


0.00 


0,00 


0.00 


0.00 


Mean of Total 
Unknowns 


0.026 


0.031 


0.00 


0.00 




Total Impurities 


0.054 | 0.051 


0.122 j 0.060 


0.058 | 0.056 


0.070 1 0.065 


Mean of Total 
Impurities 


0.053 


0.091 


0.057 


0.068 
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75 mg/ml 
Concentrate 


Control 


Heated at 121°Cfor 
20Mins 










CI 


C2 


C3 


C4 








16a 

Hydropredisolone 


0.044 " 


0.053 


0.054 


0.046 




.. 




Desonide 
21 -Dehydro- 
budesonide 


N.D. 
0.025 


N.D. 
0.022 


N.D. 
0.027 


0.051 








Budesonide- 12- 
dihydro 


0.020 


0.020 


0.022 


0.023 








22 -Methyl - 
Homologue of 
Budesonide 


0.027 


0.039 


0,040 


0.035 














D- 

homobudesonide 


0.021 


0.021 


0.020 


0.020 








14, 15- 
dehydrobudesonide 


N.D. 


N.D. 


N.D. 


N.D. 






1 


S-ll-keto 
budesonide 


0.023 


0.025 


0.027 


0.031 






1 


R-ll-keto 
budesonide 


0.027 


0.028 


0.030 


0.036 








S- 21 - acetate 
budesonide 


N.D 


N.D. 


N.D. 


N.D. 






■ 


R- 21 - acetate 
budesonide 


N.D. 


N.D. 


N.D. 


N.D, 








Total Known 


0.00 


0.053 


0.054 


0.051 




Mean of Total 
Knowns 


0.027 


0.053 














. Unknown 1 
RRT 1.78 


0.055 


0.056 


0.040 


0.056 








Unknown 2 
RRT 2.13 


N.D. 


N.D. 


N.D. 


N.D. 








Max Unknown 


0.055 
RRT 1.78 


0.056 
RRT 1.78 


0.040 
RRT 1.78 


0.056 
RRT 1.78 








Total Unknown 


0.055 


0.056 


0.00 


0.056 








Mean of Total 
Unknowns 


0.056 


0.028 








Total Impurities 


0.055 | 0.109 


0.054 | 0.107 








Mean of Total 
Impurities 


0.082 


0.081 
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Concentrate 


Control 


Heated atl21°Cfor 
20Mins 




Dl 


D2 


D3 




16a 

Hydropredisolone 


0.047 


0.048 


0.059 


0.055 


Desonide 


N.D. 


N.D. 


N.D. 


N.D. 


21 -Dehydro- 
budesonide 


0.025 


0.031 


0.028 


0.034 


Budesonide- 12- 
1 dihydro 


0.022 


0.024 


0.025 


0.029 


22- Methyl - 
Homologue of 
Budesonide 


0.031 


0.031 


0.047 


0.040 


D- 

homobudesonide 


0.021 


' 0.021 


0.020 


0.020 


14, 15- 
dehydrobudesonide 


N.D. 


N.D. 


N.D. 


N.D. 


S - 11-keto 
budesonide 


0.021 


0.023 


0.023 


0.023 


R-ll-keto 
budesonide 


0.026 


0.030 


0.030 


0.032 


S-21 - acetate 
budesonide 


N.D 


N.D. 


N.D. 


N.D. 


■ R- 21 - acetate 
budesonide 


N.D. 


N.D. 


N.D. 


N.D. 


Total Known 


0.00 


0.00 


0.059 


0.055 


Mean of Total 
■ Knowns 


0.00 


0.0 


57 




Unknown 1 
RRT1.78 


0.052 


0.051 


0.042 


0.045 


Unknown 2 
RRT2.13 


N.D. 


N,D. 


N.D. 


N.D. 


Max Unknown 


0.052 
RRT 1.78 


0,051 
RRT 1.78 


0.042 
RRT 1.78 


0.045 
RRT 1.78 


Total Unknown 


0.052 


0.051 


0.042 


0.045 


Mean of Total 
Unknowns 


0.052 


0.0< 


4 




Total Impurities 


0.052 ! 


0.051 


0.059 1 


0.055 


Mean of Total 
Impurities 


0.052 


0.057 



Witnessed and understood by 



Project number 























Brand 








16a 

Hydropredisolone 


0.041 








Desonide 


N.D. 




21 -Dehydro- 
budesonide 










Budesonide- 12- 
dihydio 










22 -Methyl - 
Homologue of 
Budesonide 


0.065 












D- 

homobudesonide 


N.D. 








14,15- 
dehydrobudesonide 


N.D. 






J 


S-ll-keto 
budesonide 


N.D. 






J 


R-ll -keto 
budesonide 


0.132 






1 


S- 21 - acetate 
budesonide 


N.D 








R~ 21 -acetate 
budesonide 


N.D. 








Total Known 


0.477 












Unknown 1 


N.D. 








Unknown 2 • 
RRT2.13 


N.D. 


















Max Unknown 
Total Unknown 


N.D. 
0.00 














Total Impurities 


0.477 
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